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to do under other Federal laws or obli-
gations under international treaties,
conventions or protocols, or under the
law of the State in which he desires to
do such act nor shall compliance with
such parts be construed as compliance
with other Federal or State laws unless
expressly provided in such other laws.

§ 1307.03 Exceptions to regulations.
Any person may apply for an excep-

tion to the application of any provision
of parts 1301–1313, or 1316 of this chap-
ter by filing a written request stating
the reasons for such exception. Re-
quests shall be filed with the Adminis-
trator, Drug Enforcement Administra-
tion, Department of Justice, Washing-
ton, D.C. 20537. The Administrator may
grant an exception in his discretion,
but in no case shall he be required to
grant an exception to any person which
is not otherwise required by law or the
regulations cited in this section.

[60 FR 32454, June 22, 1995]

SPECIAL EXCEPTIONS FOR MANUFACTURE
AND DISTRIBUTION OF CONTROLLED
SUBSTANCES

§ 1307.11 Distribution by dispenser to
another practitioner.

(a) A practitioner who is registered
to dispense a controlled substance may
distribute (without being registered to
distribute) a quantity of such sub-
stance to another practitioner for the
purpose of general dispensing by the
practitioner to his or its patients: Pro-
vided, That:

(1) The practitioner to whom the con-
trolled substance is to be distributed is
registered under the Act to dispense
that controlled substance;

(2) The distribution is recorded by
the distributing practitioner in accord-
ance with § 1304.24(e) of this chapter
and by the receiving practitioner in ac-
cordance with § 1304.24(c) of this chap-
ter;

(3) If the substance is listed in Sched-
ule I or II, an order form is used as re-
quired in part 1305 of this chapter;

(4) The total number of dosage units
of all controlled substances distributed
by the practitioner pursuant to this
section and § 1301.28 of this chapter dur-
ing each calendar year in which the
practitioner is registered to dispense

does not exceed 5 percent of the total
number of dosage units of all con-
trolled substances distributed and dis-
pensed by the practitioner during the
same calendar year.

(b) If, during any calendar year in
which the practitioner is registered to
dispense, the practitioner has reason to
believe that the total number of dosage
units of all controlled substances
which will be distributed by him pursu-
ant to this section and § 1301.28 of this
chapter will exceed 5 percent of the
total number of dosage units of all con-
trolled substances distributed and dis-
pensed by him during that calendar
year, the practitioner shall obtain a
registration to distribute controlled
substances.

[36 FR 18733, Sept. 21, 1971. Redesignated at
38 FR 26609, Sept. 24, 1973, and amended at 50
FR 31590, Aug. 5, 1985]

§ 1307.12 Manufacture and distribu-
tion of narcotic solutions and com-
pounds by a pharmacist.

As an incident to a distribution
under § 1307.11, a pharmacist may man-
ufacture (without being registered to
manufacture) an aqueous or oleaginous
solution or solid dosage form contain-
ing a narcotic controlled substance in a
proportion not exceeding 20 percent of
the complete solution, compound, or
mixture.

[36 FR 18733, Sept. 21, 1971. Redesignated at
38 FR 26609, Sept. 24, 1973]

§ 1307.13 Distribution to supplier.
Any person lawfully in possession of

a controlled substance listed in any
schedule may distribute (without being
registered to distribute) that substance
to the person from whom he obtained it
or to the manufacturer of the sub-
stance, provided that a written record
is maintained which indicates the date
of the transaction, the name, form and
quantity of the substance, the name,
address, and registration number, if
any, of the person making the distribu-
tion, and the name, address, and reg-
istration number, if known, of the sup-
plier or manufacturer. In the case of
returning a controlled substance listed
in Schedule I or II, an order form shall
be used in the manner prescribed in
part 1305 of this chapter and be main-
tained as the written record of the
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